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PETITION RSGARDinG PAJEHT IBRM ADJmmBm UUBER CJ^M. Sl.TOSIbl 



in accordance with 37 C.F.R. § 1 . JQSib), Applicant hereby applies for patent term 
adjustmem under 35 U.S.C. § •i54(b) of 522 days. ThiS: appMon is being fiied w^^^^ 



of the Issue fee, as required by 37 C.F.R. § 



,705 (b). 



As required by 37 C-F,R, § 1 705{fo)(i), this application is accompanied by a request to 
charge Deposit Account No. SO-440S for $ ^00.00 to cover the required fee (as defined in 37 
C.F-R, § 1, 18(e)). Please charge any dsficiebcies or any addltiorsai fees due In response to ^is 
request to Deposit Account 50-440S. 



Statement ssf the Facts InvoivN 



A,. Correct Patent Term AdiusbTssnt 

The Notice of Allowance, which was msiled on December 16, 2008, Indicated a preliminary 
Patent Term Adjustment of 518 days. 



Patentee has; salcuiat8£j an Inlfei paieril term adiustment of 713 days &assd on the foMr^ 

facts; 



Case Law 

If) Wyeth V Dudas 2008 U S Dsst LEXIS 76063 {D D C 2008), the Dstnct Court of the 
District 0* Columbia addressed the Umtea States Patent and Trademark Office (USPTO) 
interpretation of 35 b S C § 164(b)(v) The Court granted summary .udgment favo of W^et'i 
determirrg \-a'i^eLS^~C risco'-s- me rsrst sentence of 35 U S C §154.><: Aj a- . ^ 
*esuit, irrp^Qoey den ea Wyeth a portion of patent term to whic Wyeth was er. :leo v.'-aei 35 
U.S.C.§154. 



n 00 i ^ no V Ov! " -he PTO ^ies,» s i.hat a-^s> aoTr & ^b." ■^a de'av unoe-' § 

IS-^ £)iJ\H^ 0 e ^^s ^ V '^^ai .•na>i'^u-^ p^^'^-dency dea\, j^a**'-^ ^5-^ U1)(S' :i8appscart 
^^*soea. 0 Ace a- ^ fc B d<= "y A-nrhe e'ls crqe ic - A ^ovvevs" Plant!*" 
vVyet-^ a-g«ea tha: the § 154(d)(1)(A) anc § 1S4(b)(1)(S) pence overap onh^ if t>^e" occ«r oi the 
saiTe casendar day or days The Court deternfiined that Wyeth's consiaiction of § 1 54(b)(2)(S) was 
corrsct. 



Simply put, the holding of the Court; it^ that the excluded overlap redted in the first sentence 
of 35 U.S,0. § 1S4(b)(2)(A) sni ocqyrsif a 3b u.S.C. § i64(b)P)(A) perk>dand a 35 U.S.C. § 
164(b)(2)(B) period run concurrentiy. A$ sudi, a patent hoidef" is entitled to recoup the 36 U.S.C. § 
164ib)(2)(A) period that talis outside Of tiie 3§ U;S:C. § 1$4(b)(2)(B) period in addition to the 35 
U.S.C. § 1S4(b)(2)(B) period itself. 

Relevant Oatss 

The above identified application has i 35 y.S,G. §371 Mng date- of Februar>' 3, 2006. 



! he first Office Action, which was a RBStriction Requirement, was mailed on yarcri 17, 
2008, resulting in a PTO delay of 349 days beyond the 14 months provided by 35 U.S.C. §154(b). 

A Response by Patentee was filed April 17, 2008, within the 3 months provided by 35 

U.S.C. § : 54(b). 



An 
§154(fo). 



Office Action was mailed Jufy 8, 2008, within the 4 montiis previd^d by 35 U.S,C, 

-i- 



A Response by Patentee was filed October 8, 2008, within the 3 months provsded by 35 
U.S.C.§1 54(b). 



A second Of^ce Action was mailed on February 4, 2009, within the 4 months provided by 35 
U.S.C.fl 54(b). 



A Response fey Patentee was filed jqne 3, 2009, resulting in a 36 day delay beyond the 3 
mon^s provided by 35 U.S.a ;|1 54(b). 



A Npfe of Ailowarjce was rna the 4 months ptrovided by 35 U.S.C. 



§1 54(b). 



! he issue r«e has been paid on September 24, 2009 In a paper accompanying the instant 
petition. Vvithin the 3 months provided by 35 U.S.C. §154(b). 

Accordingiy, the initial PTO adjustment based on delay under 35 U,S,C, § 154(b)(2)(A) is 
349 days. The reduction in term adjustment due to applicant delay Is 30 days, resulting m a patent 
term adjustment of 318 days under 35 U.S.q. § 154(b)(2)(A). 



The initial 35 U.S.C. § 164(b)(2)(B) period for the instant application began on February 3, 
2009 (three years after the filing date of Febrbary 3, 2006) and will end on the date of Issuance. 
The initial 35 U.S.C. § 154(b){2)(S) period ashnir^ from February 3, 2009 until payment of the issue 
fee (September 24, 2009) Is 233 days. The iieduction In tenn adjustment due to applicant delay is 
30 days, resulting in an initial patent term adjbstment of 203 days under 35 U.S.C. § 154(b){2)(8). 



There was 0 days of PTO delay under 35 U.S.C. § 154(b){2)iA) that Qccufred witn-n the 
initial 36 U.S 0 § 154(b)(2)(B) penod that should be exciuoed from tne patent term adlustrrsent 
calculation under the holding of Wyeth v. Dudas. 



According v, the sum of :r;e 35 L ? C s ' 54,b)(2)(8) delay (i03 days) and hon-overiapping 
35 U.S C § 154(b)-2)-A) delay (319 days) is 522 days. 



■"re -^MS -T-\ pii "eo on the No*ce of " ^-v.* <> o-^k 3-1^ o^^b, wh i!S-""C s 
presuTiea to ""ave ca cuSated usmg the methocs conssdesea ptopB^ before r'^e or I4j,e'^( ■ 

Duaas Applicants therefore -espectfuily request "-eco.isiderat on <fthe a ^TA ca cuiat on 



The above-ld@ntIfi®(J pateRt is not suiijscttG a Terminal Disdaimer. 



C. ^easosiafele Efforts 

Any applicant delays ui-ider 37 C F.R § i 704 are set forth above. There were no other 
circumstances constituting a f3il«re to engage sn reasonabte efforts to conclude processing of 
examination of the above-idsntifled appljsation, as set forth In 37 C F.R. § 1,704; 



Respectfully submitted, 



NovsFtis Institutes for BfoMedical Researcli, Inc. 
220 Massachuset^ Avenue 
Cambridge, MA 02139 
(617)871^Si05 



Theresa A. Devlin 
Attorney for Applicant 
Reg. No. 45,361 



Date: September 23, 2009 
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